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. GENERAL ~NFO~T~ON: 

Agri Laboratories, Ltd. 
P.O. Box 3103 
St. Joseph, MO 64503 

Generic: Name: Oxytetracycline 

Trade Name: AG YCIN@ 343 SOLUBLE PO 

Mar~~ti~~ Status: OTC 

Effect of the SuppXement: Revised withdrawal period r turkeys and swine. 

I. INCUBATIONS AND DOSAGES FOR USE: 

200 to 400 mg per gallon for control of hexamitiasis caused by H&amita Turkeys: 
meleagridis, susceptible to oxytetracycline. 

400 mg per gallon for control if infectious synovitis caused by 
~yc~~2~~~~ synoviae, susceptible to oxytetracycfine. 

25 mg/lb body weight in GROW G TURKEYS for control of 
complicating bacterial organisms associated with bluecomb (transmissible 
enteritis, coronaviral enteritis), susceptible to oxytetracycline. 

SWillC 10 mdlb body weight FOR THE CONTROL AND TREATMENT OF 
THE FOLLOWING DISEASES SWINE - Bacterial enteritis caused by 
Escherichia coli and ~a~~~~e~~a leraesuis, susceptible to 
oxytetracycline. FOR REEDTNG SWINE: Leptospirosis (reducing the 
incidence of abortions and shedding of leptospira) caused by ~e~~~~~i~a 
pomona, susceptible to oxytetracychne. 
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III. UG ~FF~CT~V~N~S AND TARGET ANIMAL SAmTY: 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended 
Patent Term Restoration Act, (5 
TRA Policy Letter) an abbreviat 
be submitted for a generic version of an 
eer product). New target animal 
od safety data (other than tissue 

ADA. An ANADA relies on 
eness, and human food safety data in the pioneer’s new animal 
e ANADA sponsor is required to that the generic 
ent to the pioneer. ANADA’s for g products for food- 

ng animals will generally be required to include bioequivalence and tissue 
studies. A tissue residue study will generally be required to accompany 

clinical end-point and pharmacologic end-point bioequ valence studies, and blaod 
ivalence studies that can not quantify the concentration of the drug in 

blood throughout the established withdrawal period. For certain dosage forms, 
the agency will grant a waiver from conducting an in vivo bioequivalence study 
(55 FR 24645, June l&1990; Fifih GADPTRA Policy Letter; Bioequivalence 
Guideline, October 10,2000). 

Based upon the fo~ulat~on characteristics of the ge 
343 was granted a waiver from conducting an z‘n vi 

roved on July 1.5,1994. The generic and pioneer ducts contain the same 
active and inactive ingredients and are soluble powders. 

V. HUMAN FOOD SAFETY: 

A. TOLERANCES 

Tolerances are established in 21 CFR 556.500 for the sum of residues in tissues of 
swine and turkeys as follows: 2 ppm in muscle, 6 ppm in liver, 12 ppm in fat and 

idney. The acceptable daily intake (AM) for total oxytetracycline residues is 25 
micrograms per kilogram of body weight per day. 

When a waiver Tom the requirement of an t‘n viva bioequivalence study is 
anted, the withdrawal times are thos eviously assigned to the pioneer 

The withdrawal time for oxytetracycline soluble powders 
f 30-435, Alpharma, Inc,’ et Soluble@) is established under 21 CFR 

20. f 660d. Alph~a, Inc. received approval on November 29,2000, for a zero 
day withdrawal time for turkeys and swine. This supplemental ANADA re 
the same zero-day withdrawal period for turkeys and swine based on the waiver 
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ted to the original approval of Agri Laboratories, Ltd.‘s A. No new 
ata were required for the reduced withdrawal times in swine and turkeys. 

c. GULATORY METI-IODS 

The regulatory method for determination of oxytetracycline in tissues is a 
microbiological assay procedure using ~a~i~2~~ cereus viu. mycoides (ATCC 

778) suspension and is found in the FDA publication ~~~tibiotic Residues in 
ilk, Dairy Products, and Animal Tissues: Methods, Reports, and Protocols” 

revised October 1968, reprinted Recember X974. 

V, AGENCY CONCLUSIONS 

lemental ANADA satisfies the requirements of section 5 12 of the Feder 
g and Cosmetic Act and implementing regulations at Part 5 14 of Title 21, 
ederal Regulations (2 1 CFR 5 14) to demonstrates that A~~Y~~ 343 

(ox~etracyclin~ HCl), is safe and effective for use in turkeys an 
approved indications, when administered in water at the approve 

ency has determined under 21 CFR 25.33(a)( 1) that this action is of a type 
es not individually or cumulatively have a significant impact on human 

t. Therefore, neither an enviro~ental assessment nor an cnviro~ental 
ment is required. 

Under section 5 I2(c)(2)(F)(ii~) of the FFDCA, this approval for food- 
s does not qualify for marketing exclusivity, 

OVED PRODUCT LABELING (attached) 

Pioneer Facsimile label - OXYTET Soluble 3.09 lbs (1400 g) 
Generic Facsimile labels - AGR.IlMYCIN@ 343 - 50 packets 4.78 oz (135.58) 

AGRIMYCIN@343 - 5 lbs (2.27 kg). 

Copies of applicable fabels may be obtained by writing to the: 

Food and Drug Admi~stration 
Freedom of ~fo~ation Staff (IIFI-35) 
5600 Fishers Lane 
Rockville, MD 20857 

Or requests may be sent via fax to: (301) 443-1726. If there are roblems sending a fax, 
call (30 1) 827-6500. 



MIXING DtRECnUNS FOR WATER MEDtCATtON CHICKENS - TURKEYS - 5WfNE 
I)OSXJ~ and indi~~fons for use in water pmp6ctioc~ - Add 1 pack to the following amount of 
water to make a stock x&ion for use in a profX.W’tioner set to meter at the rate of ale ounce per gaalon. 
I I 

enternis cawed by &.&&.%a c&and WmosrdJa clzok?r&s, suxepnble to oxytetrxycl~ne. 
Bactenal pneumonia caused by Pastwrella muhwida, susceptible to oxyte?rarychne. 
FOR BREEDING SWINE: leptospirosis (reducing the incidence of a&horn XXI shed&q of 
leprosprra) cauxd by leproylira pomtna. susce@ble to oxytetracycbne. 

10 mg/lb Varies w-tb age & 
body wetght WaYtcI cQnsumption 

OXYTF6RAC:YCLtNE HCt AN ANttBtC?TtC 

This packet contains 512 
grams of oxytetracycline 
HCl and wiit make: 

RECOMMENDED PACKET 
STORAGE CONDITIONS: 

For Use in Drinking Wax Qnty 
Not for Use in tiquid Type B 
Medicated Feeds 

Store betow 77O F (25” C) Keep Out of Reach of Children 
; 

oxytetracycline HCI per gallon 
See back panel for instructions Net Weight 

3.Q9 ibs (f400 g) 

1280 gallons (4845 t) 
NADA # 7 30-435, Approved by FDA 

containing 400 mg 
Restricted I)FUCJ. Use Only as Directed (CA) 

oxytetracycline HCI per gallon 

This paciri will treat 5?,2C3 %?s of swine 

One Executive Drive, Fan Lee. New h?rzy 03024 FDA AHF-039 Ooo? 

DIRE~IUNS FOR USE: Mix fresh solutions daily. Use as so!@ source of drinking water. Do not mix this product directly 
with milk or mitk replacers. Administer t hour before or 2 hours after feeding milk or mifk replacers. Cons& a poultry 
diagnostic k&oratory or p&try pathologist for diagnosis and advice on dosage for cl&kens and turkeys. As a 
~e~f~~~za~io~, 200 chickens wi# drink 1 gallon of water per day for each week of age. Turkeys till co~surne twice that 
amount. Administer up to 5 days to swine and 7 to 14 days for chickens and turkeys. N07E: The concentration of drug 
reqttired in medicated water must be adequate to compensate for variation in the age of the animal, feed ccxrsumption 
rate, and the entirmmentat temperatures and humidity, each of which affects water consumption. CAUTION: Use as 
sole source of oxytetracycline. 
chickens and turkeys. 

Not to be used for more than 5 conSeEutjve days in swine or $4 consecutive days in 
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